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Achieving optimum outcomes is difficult enough without
creating artificial barriers. Certainly none of us would ever
admit to putting up any barrier that would prevent our resi-
dents from gaining access to important medical care; however,
that it exactly what we have been doing by requiring signed
consents for influenza and pneumococcal vaccinations in
long-term care facilities. This is a serious issue—a nursing
facility respiratory outbreak can easily infect almost two thirds
of the residents resulting in complications in 20%.1 With
estimates as high as 70% for vaccinations reducing the risk of
hospitalization and death in seniors it is difficult to imagine
why any barriers, let alone artificially created ones, would
exist.2,3

The authors of “Factors Predictive of Increased Influenza
and Pneumococcal Vaccination Coverage in Long-Term
Care Facilities: The CMS-CDC Standing Orders Program
Project” demonstrated requiring signed consents is in fact a
major barrier for achieving higher vaccination rates.4 Similar
results were documented in an earlier study published in the
Journal of the American Geriatrics Society.5 With a target of
90% set by the Healthy People 2010 and rates at 66% for
influenza coverage and 39% for pneumococcal coverage we
clearly cannot afford to be creating artificial barriers.6

In a 2004 article in the Archives of Internal Medicine the title
of the publication zeroed in on this very issue: “Is signed
consent for influenza or pneumococcal polysaccharide vacci-
nation required?”7 Their conclusion was that obtaining signed
consent prior to administering vaccines represented an obsta-
cle to achieving targeted goals for vaccinating individuals
against influenza and pneumococcal disease. Further they
found that signed consent is neither legally mandated (with
the exception of the state of Maryland) nor a guarantee that
the patient has been given signed consent.8 Quite the oppo-
site of safe guarding one legally by requiring informed there is
an argument that any action taken by health care providers
that reduces rates of vaccination such as requiring signed
consents may create a legal liability similar to that of with-
holding recommended effective low-risk treatment such as
aspirin therapy for the prevention of a myocardial infarction.

In addition, a previous Archives of Internal Medicine article
highlighted the fact that one of the most fundamental and

Health Policy Institute, University of the Sciences in Philadelphia, Philadelphia,
PA.

Address correspondence to Richard G. Stefanacci, DO, MGH, MBA, AGSF,
CMD, Health Policy Institute, University of the Sciences in Philadelphia, 600
South 43rd Street, Philadelphia, PA 19104. E-mail: R.Stefan@usip.edu

Copyright ©2005 American Medical Directors Association
DOI: 10.1016/j.jamda.2005.07.001

EDITORIALS
pervasive myths about informed consent is that they must be
obtained with a patient’s signature on a consent form.9

Clearly all therapies and treatments require informed consent,
not signed consent. So where did the confusion about the
requirement for signed consents for vaccination come from? It
appears that part of the confusion comes from the misinter-
pretation of 2 federal acts. The Swine Flu Act of 1976 re-
quired that vaccine recipients be informed of the risks and
benefits of vaccine. This act only applied to the 1976–1977
Swine Flu Immunization Program and was terminated in
1978.10 The second act involves the National Childhood
Vaccine Injury Act, which requires that the Centers for
Disease Control and Prevention’s vaccine information state-
ment be provided prior to vaccination against diphtheria,
tetanus, pertussis, measles, mumps, rubella, polio, hepatitis B,
Haemophilus influenzae type b disease, varicella, and the
pneumococcal conjugate vaccine used in children. This act
does not have any requirements related to influenza and
pneumococcal polysaccharide vaccinations, yet many have
interpreted this incorrectly.11

Even the Centers for Medicare and Medicaid Services
misstated this requirement in the question-and-answer sec-
tion of their Web site, which has since been corrected.12 In
addition, tool kits designed by two national senior care pro-
vider associations to improve immunization rates are actually
helping to create the artificial barrier of requiring signed
consents. Currently the American Society of Consultant
Pharmacists and American Medical Directors Association
tool kits for vaccination include sample policy and procedure
forms that require signed consent before a patient receives the
influenza or pneumococcal vaccine.13,14 This practice of re-
quiring signed consents is inconsistent with the standard of
care when prescribing other common treatments with rela-
tively low risks and high benefits. In accepting this belief, the
American Medical Directors Association is revising its tool
kit for vaccination by removing the sample signed consent
form.

Many LTC settings when asked why they require signed
consent will most likely answer with one of two responses.
Either because it is a regulatory requirement or rather that is
how it has always been done. One will never hear that it is
because of an effort to improve vaccination rates. Yet despite
ample evidence regarding the effectiveness of vaccination in
the prevention of influenza and pneumococcal outbreaks in
LTC facilities, this is the response that facilities should be
answering to justify their policy and procedures with regard to
this matter.15–19

Of course while the requirement for signed consents may

represent an artificial barrier there are other procedures that
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can be put into place, yet often are not, that would improve
vaccination rates. These include the development of clear and
concise policy and procedures for facility-wide vaccinations as
well as the use of standing orders. The Advisory Committee
on Immunization Practices recommends standing orders pro-
grams in hospitals, nursing homes, and other health care
facilities.20 And for good reason. A recent study published in
the Journal of the American Medical Directors Association also
demonstrated the direct relationship between standing orders
and higher vaccination rates in nursing homes.21 Yet despite
this there are several states such as California and New York
that do not currently allow for standing orders. These state
policies obviously inhibit the use of standing orders despite
their documented benefit.22

In the end, health care providers should take a careful look
at everything they do to make sure that they are not simply
doing things out of habit but rather because it is based on clear
evidence with an objective of improving care outcomes.
Clearly we have not been doing that when we require signed
consents for vaccination administration. Now is the time for
us to improve outcomes by breaking down these artificial
barriers and give our residents the shot they desire.
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